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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address- 

All claims being allowable, PROSECUTION ON THE MERITS IS (OR REMAINS) CLOSED in this application. If not included 
herewith (or previously mailed), a Notice of Allowance (PTOL-85) or other appropriate communication will be mailed in due course. THIS 
NOTICE OF ALLOWABILITY IS NOT A GRANT OF PATENT RIGHTS. This application is subject to withdrawal from issue at the initiative 
of the Office or upon petition by the applicant. See 37 CFR 1.313 and MPEP 1308. 



1 . ^ This communication is responsive to 4/21/03 . 

2. IE The allowed claim(s) is/are 89-131 and 146-162 . 

3. □ The drawings filed on are accepted by the Examiner. 

4. Q Acknowledgment is made of a claim for foreign priority under 35 U.S. C. § 1 1 9(a)-(d) or (f). 

a) □ All b) □ Some* c) □ None of the: 

1. □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this national stage application from the 

International Bureau (PCT Rule 17.2(a)). 
* Certified copies not received: . 

5. □ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

(a) D The translation of the foreign language provisional application has been received. 

6. ^3 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Applicant has THREE MONTHS FROM THE "MAILING DATE" of this communication to file a reply complying with the requirements noted 
below. Failure to timely comply will result in ABANDONMENT of this application. THIS THREE-MONTH PERIOD IS NOT EXTENDABLE. 

7. □ A SUBSTITUTE OATH OR DECLARATION must be submitted. Note the attached EXAMINER'S AMENDMENT or NOTICE OF 
INFORMAL PATENT APPLICATION (PTO-152) which gives reason(s) why the oath or declaration is deficient. 

8. □ CORRECTED DRAWINGS must be submitted. 

(a) □ including changes required by the Notice of Draftsperson's Patent Drawing Review ( PTO-948) attached 

1 ) □ hereto or 2) □ to Paper No. . 

(b) □ including changes required by the proposed drawing correction filed , which has been approved by the Examiner. 

(c) □ including changes required by the attached Examiner's Amendment / Comment or in the Office action of Paper No. . 

Identifying indicia such as the application number (see 37 CFR 1.84(c)) should be written on the drawings in the front (not the back) of 
each sheet. 

9. □ DEPOSIT OF and/or INFORMATION about the deposit of BIOLOGICAL MATERIAL must be submitted. Note the 
attached Examiner's comment regarding REQUIREMENT FOR THE DEPOSIT OF BIOLOGICAL MATERIAL. 



Attach ment(s) 

ID Notice of References Cited (PTO-892) 
3D Notice of Draftperson's Patent Drawing Review (PTO-948) 
5D Information Disclosure Statements (PTO-1449), Paper No. 
7D Examiner's Comment Regarding Requirement for Deposit 
of Biological Material 



2D Notice of Informal Patent Application (PTO-152) 
4D Interview Summary (PTO-413), Paper No J//fa . 
6Q Examiner's Amendment/Comment 
803 Examiner's Statement of Reasons for Allowance 
9Q Other 
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EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
Mr. Richard Bork on November 12, 2003. 

The application has been amended as follows: 

A) Replace claim 89 with ~ 

89. An insulin derivative having the following sequence: 

A-Chain S S 

I 7 | 
Gly-fle^Val-G2u-Gln-Cys-Cys-Thr-Ser-Ile-Cys-Ser- 
1 2 3 4 5 6 [ 8 9 10 11 12 
S 

I 

B-Chain S 
I 

Xaa-Val-Xaa-Gln-His-Leu-Gys-Gly-Ser-His-Leu-Vai- 
1 2 3 4 5 6 7 8 9 10 11 12 

A-Chain (contd.) 

20 

Leu-Tyr-Gln-Leu-Glu-Asn-Tyr-Cys-Xaa (SEQ ID NO:l) 
13 14 15 16 17 18 19 | 21 

I S 

B-Chain (contd.) S 

Glu-Ala-Leu-Tyr-Leu-Val-Cys-Gly-Glu-Arg-Gly-Phe- 
. 13 14 15 16 17 18 19 20 21 22 23 24 

B-Chain (contd.) 

Phe-Tyr-Thr-Pro-Lys-Xaa (SEQ ID NO:2) 
25 26 27 28 29 30 

wherein 

(a) Xaa at positions A21 and B3 are, independently, any amino acid residue which 
can be coded for by the genetic code except Lys, Arg and Cys; 

(b) Xaa at position B 1 is Phe or is deleted; 

(c) Xaa at position B30 is deleted; and 

(d) the e-amino group of Lys 829 is substituted with a lipophilic substituent having 
at least 6 carbon atoms. . - - 
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B) Replace claim 150 with -- The pharmaceutical composition of claim 147, 
said composition further comprising an insulin or an insulin analogue which has a 
rapid onset of action.— 

REASONS FOR ALLOWANCE 

1. The following is an examiner's statement of reasons for allowance: Concerning claims 
89-131,146-162, there is no prior art that teach or suggest the insulin derivative of claim 89. The 
closest prior art is Linday et al (US3,950,517) who teach reducing antigencity of porcine and 
bovine insulin but do not teach or suggest the Lys B29 substituted with a liopphilic substituent 
with at least 6 carbon atoms. 

Any comments considered necessary by applicant must be submitted no later than the 
payment of the issue fee and, to avoid processing delays, should preferably accompany the issue 
fee. Such submissions should be clearly labeled "Comments on Statement of Reasons for 
Allowance." 



CONCLUSION 



2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jeffrey Siew whose telephone number is (703) 305-3886 and 
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Art Unit: 1637 

whose e-mail address is Jeffrey.Siew@uspto.gov. However, the office cannot guarantee security 
through the e-mail system nor should official papers be transmitted through this route. The 
examiner is on flex-time schedule and can best be reached on weekdays from 6:30 a.m. to 3 p.m. 
If attempts to reach the examiner are unsuccessful, the examiner's supervisor, Gary Benzion, can 
be reached on (703)-308-l 1 19. 

Any inquiry of a general nature, matching or filed papers or relating to the status of this 
application or proceeding should be directed to the Tracev Johnson for Art Unit 1637 whose 
telephone number is (703)-305-2982. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in Crystal 
Mall 1. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The CM1 Center numbers for Group 1600 are Voice 
(703) 308-3290 and Before Final FAX (703) 872-9306 or After Final FAX (703) 30872-9307. 




PRIMARY EXAMINER 



November 12, 2003 



